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DETAILED ACTION 

Election/Restrictions 

1 . Restriction to one of the following inventions is required under 35 U.S.C. 121. 
This application contains claims directed to the following patentably distinct species of 
the claimed invention. The species are as follows: 

Species Figure(s) 

1 1-2,4-6G 

2 3A 

3 3B 

4 7-10 
Generic claim is Claim 1 . 

2. Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is 
finally held to be allowable. 

3. Applicant is advised that a reply to this requirement must include an identification 
of the species that is elected consonant with this requirement, and a listing of all claims 
readable thereon, including any claims subsequently added. An argument that a claim 
is allowable or that all claims are generic is considered nonresponsive unless 
accompanied by an election. 

4. Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which depend from or otherwise require all the limitations 
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of an allowable generic claim as provided by 37 CFR 1.141. If claims are added after 
the election, applicant must indicate which are readable upon the elected species. 
MPEP § 809.02(a). 

5. Applicant is advised that the reply to this requirement to be complete must 
include (i) an election of a species or invention to be examined even though the 
requirement be traversed (37 CFR 1.143) and (ii) identification of the claims 
encompassing the elected invention. 

6. The election of an invention or species may be made with or without traverse. To 
reserve a right to petition, the election must be made with traverse. If the reply does not 
distinctly and specifically point out supposed errors in the restriction requirement, the 
election shall be treated as an election without traverse. 

7. Should applicant traverse on the ground that the inventions or species are not 
patentably distinct, applicant should submit evidence or identify such evidence now of 
record showing the inventions or species to be obvious variants or clearly admit on the 
record that this is the case. In either instance, if the examiner finds one of the inventions 
unpatentable over the prior art, the evidence or admission may be used in a rejection 
under 35 U.S.C. 103(a) of the other invention. 

8. During a telephone conversation with Fraser Roy on Monday, October 2, 2006 a 
provisional election was made without traverse to prosecute the invention of Species 1 
directed towards Figures 1-2 and 4-6G and Claims 1-3, 5-10, and 12-22. Because 
applicant did not distinctly and specifically point out the supposed errors in the 
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restriction requirement, the election has been treated as an election without traverse 
(MPEPS 818.03(a)). 

9. Affirmation of this election must be made by applicant in replying to this Office 
action. Claim 4, which reads on Species 2, and Claim 11, which reads on Species 4, 
are withdrawn from further consideration by the examiner, 37 CFR 1.142(b), as being 
drawn to non-elected inventions. 



Information Disclosure Statement 

1 0. The information disclosure statement (IDS) submitted on 24 February 2004 is 
acknowledged. The submission is in compliance with the provisions of 37 CFR 1.97. 
Accordingly, the information disclosure statement is being considered by the examiner. 

Claim Rejections • 35 USC § 103 

1 1 . The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

12. Claims 1, 2, 3, 5, 7-10, and 12-22 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Green et al., or Green (U.S. Patent No. 5,674,231) in view of 
Martinez et al., or Martinez (U.S. Patent No. 5,593,412). 

Claims 1. 17, 19, 20. and 22 : Green discloses a method for delivering a closure 



element 102 in a blood vessel 104, the closure element being carried by a carrier 
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assembly 42 slidable on an outer surface of an elongate member 30, the elongate 
member comprising and at least partially overlying the carrier assembly, the elongate 
member being provided with a locator member 60 slidably associated therewith, the 
locator member having one or more expandable positioning elements 62, 64 on its 
distal portion, the method comprising inserting the distal end of the elongate member 
into an opening through tissue, advancing the locator member distally from the distal 
end of the elongate member, expanding the one or more positioning elements, 
withdrawing the locator member until the positioning elements contact tissue, advancing 
the carrier assembly towards the distal end of the elongate member, and deploying the 
closure element from the carrier assembly within the opening to substantially seal the 
opening (Figures 1-4, 7, 10-11 and col. 5, lines 45-67, col. 6, lines 1-8, col. 7, lines 18- 
67, col. 8, lines 1-52). Green discloses the claimed invention except for a skin, or 
sleeve member, overlying at least a portion of the outer surface between the carrier 
assembly and a distal end of the elongate member and a the carrier assembly causing 
the skin to separate from the outer surface of the elongate member as the carrier 
assembly is advanced towards the distal end. 

Martinez teaches a skin, or sleeve, 18 overlying at least a portion of the outer 
surface between the carrier assembly and a distal end of the elongate member and the 
carrier assembly causing the skin to separate from the outer surface of the elongate 
member as the carrier assembly is advanced towards the distal end (Figures 1-5 and 
col. 4, lines 53-67 and col. 5, lines 1-2). It would have been obvious to one of ordinary 
skill in the art at the time of invention to provide a skin, as taught by Martinez, to Green 
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since it was known in the art that skins or sheaths are commonly used in deployment 
devices to protect delivery devices and are often opened or removed in order to unveil 
the delivery device. 

Claim 2 : Green discloses removing the elongate member from the opening (col. 8, 
lines 44-52). 

Claims 3 and 5 : Green discloses the claimed invention except for the skin comprising 
a weakened region extending towards the distal end of the elongate member, the 
weakened region tearing as the carrier assembly is advanced towards the distal end of 
the elongate member, and the skin expanding to a cross-section that is larger than a 
cross-section of the elongate member as the carrier assembly is advanced towards the 
distal end. 

Martinez teaches a skin comprising a weakened region extending towards the 
distal end of the elongate member, the weakened region tearing as the carrier assembly 
is advanced towards the distal end of the elongate member, and the skin expanding to a 
cross-section that is larger than a cross-section of the elongate member as the carrier 
assembly is advanced towards the distal end (Figures 1-5 and col. 4, lines 53-67 and 
col. 5, lines 1-2). It would have been obvious to one of ordinary skill in the art to provide 
a skin with a weakened region, as taught by Martinez, to Green since it was known in 
the art that skins or sheaths are commonly used in deployment devices to protect 
delivery devices with weakened regions to serve as a simple opening mechanism that 
does not require a second instrument or mechanism. 
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Claim 7 : Green discloses the claimed invention except for the skin comprising an 
outer surface that is substantially slippery for facilitating advancement of the elongate 
member into the opening through tissue. 

Martinez teaches the skin comprising an outer surface that is substantially 
slippery for facilitating advancement of the elongate member into the opening through 
tissue and that it allows for retraction of the sheath and allows for expansion for the 
element onto which it is disposed (col. 3, lines 30-42 and col. 4, lines 53-67 and col. 5, 
lines 1-2). It would have been obvious to one of ordinary skill to provide a skin with a 
slippery outer surface, as taught by Martinez, to Green since it was known in the art that 
a lubricated, slippery surfaces allow for facilitated translational movement and also in 
order to allow for expansion of the elongate member or the element onto which it is 
disposed. 

Claim 8 : Green and Martinez disclose the claimed invention except for the opening 
through tissue extending through one or more layers of fascia, and wherein the skin 
facilitates advancement of the carrier assembly through the one or more layers of 
fascia. It would have been obvious to one of ordinary skill in the art for the skin to" 
facilitate advancement of the carrier assembly through one or more layers of fascia, or 
connective tissues of the blood vessel, in Green and Martinez, since it was known in the 
art that sheaths and skins protect as well as facilitate advancement of deployment 
devices through layers of tissue in the surgical site. 

Claim 9 : Green discloses the opening through tissue communicating with a blood 
vessel, and wherein the deploying step comprises substantially sealing the opening 
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from blood flow therethrough with the closure element. See explanation for Claims 1 , 
17, 19, 20, and 22 above. 

Claim 10 : Green discloses coupling the carrier assembly to a proximal end of the 
elongate member. See explanation for Claims 1 , 17, 19, 20, and 22 above. 
Claims 12-13 : Green discloses the claimed invention except for the skin comprising a 
plurality of longitudinal slots, the slots opening as the carrier assembly is advanced, 
thereby expanding the skin, and the slots being staggered relative to one another such 
that the skin assumes a zigzag mesh configuration as it expands. 

Martinez teaches a skin comprising a plurality of longitudinal slots, the slots 
opening as the carrier assembly is advanced, thereby expanding the skin, and the slots 
being staggered relative to one another such that the skin assumes a zigzag mesh 
configuration as it expands (Figures 1-5 and col. 4, lines 53-67 and col. 5, lines 1-2). It 
would have been obvious to one of ordinary skill in the art to provide a skin having a 
plurality of slots assuming a zigzag mesh configuration, as taught by Martinez, to Green 
since it was known in the art that this configuration allows for more flexibility and lateral, 
axial, and longitudinal expansion. 

Claim 14 : Green discloses contracting said positioning elements and withdrawing 
said locator member. See explanation for Claims 1, 17, 19, 20, and 22 above. 
Claim 15 : Green discloses the distal end of the elongate member being inserted into 
the lumen of a blood vessel and wherein the positioning elements of the locator member 
are expanded within the lumen of a blood vessel. See explanation for Claims 1 , 17, 19, 
20, and 22 above. 
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Claim 16 : Green discloses the step of withdrawing the locator member causes the 
positioning elements to come into contact with the wall of the blood vessel. See 
explanation for Claims 1, 17, 19, 20, and 22 above. 

Claims 18 and 21 : Green and Martinez disclose the claimed invention except for the 
blood vessel being the femoral artery. It would have been obvious to one of ordinary 
skill to provide the blood vessel as being a femoral artery in Green and Martinez, since 
it was known in the art that the femoral artery is a blood vessel and that the vascular 
hole closure device and method may be applied to any blood vessel. 

13. Claim 6 is rejected under 35 U.S.C. 103(a) as being unpatentable over Green 
(U.S. Patent No. 5,674,231) and Martinez (U.S. Patent No. 5,593,412), as applied to 
Claim 1 above, and further in view of Kanner et al., or Kanner (U.S. Patent No. 
5,868,755). 

Claim 6 : Green and Martinez disclose the claimed invention except for the skin being 
bonded to the outer surface of the elongate member by an adhesive and wherein the 
adhesive has sufficient adhesive strength such that the skin is peeled away from the 
outer surface as the carrier assembly is advanced towards the distal end. 

Kanner teaches a skin 1 being bonded to the outer surface of the elongate 
member by an adhesive and wherein the adhesive has sufficient adhesive strength 
such that the skin is peeled away from the outer surface as the carrier assembly is 
advanced towards the distal end (col. 4, lines 1-16). It would have been obvious to one 
of ordinary skill in the art to provide a skin bonded to the outer surface to the elongate 
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member, as taught by Kanner, to Green and Martinez, since it was known in the art to 
provide adhesives that provide temporary security and to avoid undesired movement of 
the sheath. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Diane Yabut whose telephone number is (571) 272- 
6831. The examiner can normally be reached on M-F: 9AM-4PM EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Hayes can be reached on (571) 272-4959. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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